SCHEDULE 4 



MOV All CORPORATION WTKNATONAl 

STUOY « \B2\ |lftM-O036-O « «»l 

SUMMARY OF RESULTS 
SECTION 1.0: DAY 7 RAW (NON-NORMALIZED) PLASMA DILTIAZEM 
Mean Pharmacokinetic Parameters for Raw Plasma Diltiazem 

(n=23) 



o 



Parameter 


Biovail ER(A) 
1 x 120 mg 
AritfamefcMeanr/«CV) 


Biovail ER(B) 
1x240 mg 
ArifcmefeMem (%CV) 


Biovail ER(C) 
1 x 300 mg 
Arithmetic Mean (%CV) 


AUC(0-T*Xng-hr/mL) 

Cmax (ng/mL) 

Cmin (ng/mL) 

Tmax (hours) 

Degree of Fluctuation (%) 


886.61 (25.64) 
6134(29.40) 
19 JO (3932) 
9.96(28.96) 
114.74 (36.96) 


2217.41 (27.80) 
149.89(34.26) 
5136(4335) 
10.13 (2233) 
108.23 (3534) 


2799.66(22.86) 
193.06(27.45) 
60.65 (4437) 
9.61 (25.63) 
iu<( H7 601 


» *t - 24 hours 










Linear Regression Analyses 






Intercept 


Slope 


r2 


AUC (0-t*) 
Cgnax 


-384.80 
-26.43 
-7.60 


10.69 
0.73 
0.23 


0.95 
0.91 
0.87 


c tnin 

•t» 24 hours 


RAW DATA 







MEAN PLASMA DILTIAZEM CONCENTRATIONS 



(STUDY # 1821) (DAY 7) 




FIGURE 1.1 
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BIOVAtL CORPORATION MTERNATtONAl 
STUDY * 1621 f IOO?-0036*OtlG12| 



SUMMARY OF RESULTS 
SECTION 2.0: DAY 7 RAW (NON-NORMALIZED) 
PLASMA DESACETYLDILT1AZEM 
Mean Pharmacokinetic Parameters for Raw Plasma Desacetyldiltiazem 

(n-23) 



Parameter 


Biov.il ER (A) 


Biovall ER(B) 


Biovail ER (C) 




1 x 120 mg 


1x240 mg 


1 x 300 mg 




Arithmetic Mean (%CV) 


AridunetcMao(%CV) 


Arithmetic Mean (%CV) 


AUC(0-t*Kng-hr/mL) 


14337(17034) 


369.90(189.82) 


46239(170.15) 


Cmax (ng/mL) 


8.08(175.64) 


18.40(169.63) 


23.47(15130) 


Cmio (ng/mL) 


5.07(166.73) 


1338(213.00) 


15.85 (183 30) 


Tmax (hours) 


12.04 (28.04) 


11.48(35.42) 


12.13 (28.26) 


Decree of Fluctuation (%) 


47.49 (5333) 


47.78(60.75) 


49.06 (48.58) 


•t - 24 hours 










Linear Regression Analyses 






Intercept 


Slope 


r2 


AUC(0-T*) 


-6831 


1.79 


0.96 




-2.18 


0.09 


0.94 


Cfnin 


-2.03 


0.06 


0.89 



•t ■ 24 houn 



RAW DATA 



MEAN PLASMA DESACETYLDILTIAZEM CONCENTRATIONS 

(STUDY # 1821) PAY 7) 
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FIGURE 2.1 
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6IOVAIL CORPORATION UTERNATIONAI 

STUDY * 1821 |100?«003A-DtlG13) B ; . 

SUMMARY OF RESULTS 
SECTION 3.0: DAY 7 RAW (NON-NORMALIZED) 
PLASMA DESMETHYLDILT1AZEM 
Mean Pharmacokinetic Parameters for Raw Plasma Desmethyldiltiazem 

(n«23) 



Parameter 


Biovail ER(A) 


Biovail ER(B) 


oiovau civ 


1 x 120 mg 


1x240 me 


1 x 300 me 




Arithmetic Mop (%CV) 


Ari&me6cMan(%CV) 


AifthixKtK Men f/«CV) 


AUC(0-T*Xnghr/mL) 


372J5 (21.94) 


798.90(22^6) 


1003.02(18.83) 


Cnuut (ng/mL) 


21-21 (2AM) 


44.22(25.55) 


55.10(19.48) 


C m in (ng/mL) 


5.07(166.73) 


13.38 (213.00) 


15.85(18330) 


Tmax (hours) 


11.83 (24.01) 


12.52(22.83) 


12.48(17.40) 


Desree of Fluctuation (*/•) 


63.09(40.22) 


58.21 (37.42) 


60.37 (33.95) 


*t ■ 24 hours 










Linear Regression Analyses 






Intercept 


Slope 


r* 


AUC (0-t«) 


-47.65 


3.51 


0.98 




-1.35 


0.19 


0.95 


C """ ; 


-0.77 


0.10 


0.94 



•t * 24 hours 



RAW DATA 

MEAN PLASMA DESMETHYLD1LTIAZEM CONCENTRATIONS 

(STUDY # 1821) PAY 7) 




FIGURE 3.1 
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